
Ashford Waod Bank, Inc.; Revacatiun af US. License No. 074 

ACTfUN: Notice. 

~~~~AR~: The Food and Drug Ad~~nis~at~v~ (FDA) is pouncing the revocation of the biolvgics 

. License No. ~~4~-~~~) issued to Ashfvrd Mood Bank, Inc., for the ~~ufa~ 

and Red Blood Cehs. Ashford Bank, Ihc., did not respond to a notice 

of vppv~u~i vu a proposal tv rev0 

DATES: e revocation of e biologics license (U.S. License No. ~~4~~~~) is effect 

ederal Register]. 

THER I~~~R~AT~U~ CONTACT: Joseph L. Okrrasinski, Jr., Cemzter for Biofvgics evaluative 

arch (HPM-17), Fvvd and Drug Ad~~s~atio~, 1401 Rvckville Pike, Rockville, 

20852-144 1-827-6210. 

~~~~~E~E~TAR~ ~~F~R~ATl~~~ FIDA is revoking the bivlvgics hceme (U.S. License No. 074@- 

to Ashfvrd Bfoo Bank, Inc., Ashford Medical Center, suite 401-402, Santurce, PR 

~~9~?~ for the ~a~ufac~re of Whole Blood and Red Blood Celfs. A initiated proceedings to 

he biv~ug~~s license because: (I-) Authorized FDA employees were unable to gain access 

to either of the establish~e~t~s locations for the purpose of carrying out a required inspective 

of the facility as andated under 6 $00.2 600.21), and (2) ~auufact~~ng of pro&cts 

had been discontinued to an extent that a meaningful inspection or evaluation could nv~ be made. 

Xn a certified, ~~t~~-~e~~ipt letter dated October 28, 11997, FDA notified an authotized vf~c~a~ 

of the firm that FDA had suspended the establishment’s bivlvgics liicense for the manufacture of 



Whole Blood an Cells at its facilities at Santurce, PR, and Bay is action 

e fact that s~gn~~cant deviations from the regulations were noted by FDA’s San 

uan distort office du~~g inspe~tivns of the facilities conducted August 19, 1997, through 

er 17, 1997, and September 9, 1997, t~vugh September 17, 1997, respectively. FDA’s 

uan distort office attempted to conduct additional inspections of the two Ashfvrd facilities. 

A investigators attempted to ins ect the satellite eof ectivn facility at ~ay~vn, 

t found that the faci ity was no longer in operation, and the ma~ufactu~ng of 

d Blood Cells ad been discontinued. On November 23, 1999, FDA investigators attempted 

facifity in Santurce, PR, but found that the facility w s no longer in vperat~un 

anufa~~ring of Whole Blood and Red ad been discvnt~nued. 

In certified, return-receipt fetters dated April 13,2QOQ, sent to the estab~~s~ent’s faci 

at Sant~r~e~ P , and also to the Ashfvrd Blood Bank, Inc., PO. Box 95034, San Jua 

A nvti~ed an a~tho~~ed official of the fYn=rn that FTIA’s attempt to conduct inspect~vns oft 

twv fa~~~~tigs a Sa~turce, PR and Baya on, PR were unsuccessful bet 

operation and the manufacture of Whole Blood and Red Bl vd Cells had been 

d~s~vnt~~~ed. The letter advised the est iishment that, under (i 601.5(b)(~) and (b)(2) (21 CFR 

now codified as !$60f .5(b)(~)(i) and (b)( l)(ii))T when F’DA finds that 

au~v~~ed employees have been unable to gain access to an establ 

c out an inspection required under 0 600.21, or the rn~ufac~~ng of products or af a prvduct 

has been d~s~ont~~~ed to a extent that a meaningful inspection could not be made at the 

estab~~s~ent~ A may initiate proceedings for fieense revocation. .FDA also stated that a 

not be made at the establis~ent’s facilities and issued to the 

establis ent a notice of A’s intent to revoke U.S. License NV. ~~~~~~~ and announced its 

intent to offer an vppv~un~~ for a hearing, 

12.21 (b)), FDA publis ed in the Federa Register of Febm 

9087), a notice of opportun~~ fur a hearing on a prvposal to revoke the b~o~ogi~s 
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e notice, EDA explained that the proposed hcense 

revocation was based on the inability of authorized FDA employees to conduct a e~ingful 

ent because it was no longer in operation, and noted that 

in support of lice se revocation had been placed on file with the Dockets management Branc 

Ad~nistrat~on~ 5630 shers Lane, rrn. 1061, vekviliEe, MD 20852. 

The notice provided the esta ent 30 days to submit a written request for a hearing and 6 

days to sub~t any data an info~atiu~ justifying a hearing. The notice provided other interested 

persons with 60 days to su mit w~tten comments on the proposed revocation. The establis~ent 

did not respond within the 30-day time period with a written request for a hearing, ad under 

e 30-day time period prescribed in 

Q other clients were received 

the notice of oppo~ni 
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12.38, section 35 1 of the Public Healt Se~ice Act (42 

262), and under the autho~ty delegated to the C 6m.l and DYP (2 5.10), 

m License No. issued to Ashford B 004 hk Inc., is revoked, 

DQWd., 
Associate ccl issfoner for Poffey. 


